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Certain defects in the international application 



□ 

lEI 



Box No. IV 
Box No. V 

Box No. VI 
Box No. VII 



13 Box No. VIII Certain observations on the international application 



Date of submission of tiie demand 



06.04.2005 



Date of completion of this report 



02.06,2005 



Name and mailing address of tiie international 
preliminary examining authority: 

European Patent Office 

0-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax; +49 89 2399 - 4465 



Autiiorized Officer 
Borowsl<i, A 

Telephone No. +49 89 2399-2758 



IS) 



PCTyiPEA/409 (Cover Sheet) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT 
ON PATENTABILITY 



International application No. 
PCT/GB2004yD02490 



Box No. I Basis of the report 

1. With regard to the language, this report is based on the International application in the language in which It was 
filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which Is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ International preliminary examination (under Rules 55.2 and^r 55,3) 

2. With regard to the elements* of the International application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originaily filed" and are not annexed to this report): 



Description, Pages 

1-29 as originally filed 

Claims, Numbers 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. la The amendments have resulted in the cancellation of: 

□ the description, pages 
Kl the claims, Nos. 48 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

^' ? J ™^ report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If Item 4 applies, some or all of these sheets may he marked "superseded. " 
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received on 1 1 .04.2005 with letter of 06.04.2005 



Drawings, Sheets 



MB-BB 



as originally filed 
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1?kTI^S£I^^^^^^ report International application No. 

ON PATENTABILITY PCT/GB2004yD02490 



Box No. Ill Non-establishment of opinion witli regard to novelty, inventive step and industrial 
applicability 

1 . The questions whetlier the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
13 claims Nos. 47 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

° cotl^be formed ^'^'"^^ Inadequately supported by the description that no meaningful opinion 

S no international search report has been established for the said claims Nos. 47 

□ the nucleotide and>br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instmctions! 

□ See separate sheet for further details 
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1. Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 



9,1 5,21 ,26,27,29,32,38,42 

1 -8. 1 0-1 4, 1 6-20,22-25,28,30,31 .33-37,39-41 ,43-46 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 
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Industrial applicability (lA) 



Yes: 
No: 



Claims 
Claims 
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2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No. VII Certain defects in the tnternatlonal application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

Box No. VIII Certain observations on the international application 




see separate sheet 
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Re Item ill 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claim 47 relates to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT: a method of dispensing a medicament as an aerosoi to a 
patient Consequently, no opinion according to Article 33(1) PCT has been formulated for 
this claim (Article 34(4)(a)(l) PCT). 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 : US-A-4 114 615 (WETTERLIN KJELL ING VAR LEOPOLD) 1 9 September 1 978 
(1978-09-19) 

V.I The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claims 1 , 24 and 29 is not new in the sense of Article 33(2) PCT. 

Document 01, which is to be regarded as the closest prior art for the present 

application, discloses: 

all features of independent claim 1 : a delivery device comprising a housing (Flg.2 (1 , 
9, 25), a receptacle (Fig.2 (26)) holding a medicament in the fonn of a powder 
(column 4, lines 19-21), and a source of propellant (Fig.2 (2)) in form of a canister of 
gas, whereby the housing provides an inlet for the receptacle and an outlet for the 
medicament (Fig.2 (22)), wherein the inlet Is in fluid communication (Fig.2 (22, 35)) 
with the source of propellant and is directed against the medicament and the outlet is 
spaced from the medicament; 

all features of independent claim 23: a housing (Fig.2 (1, 9, 25)) having a first and a 
second open-ended compartment (Fig.2 (1, 25)) wherein the first compartment is 
adapted to receive a source of a propellant (Fig.2 (2)) in form of a canister of gas and 
the second compartment is adapted to receive a receptacle (Fig.2 (26)) containing a 
medicament in powder fonn wherein the second compartment provides an Inlet (Flg.2 
(22)) for propellant In fluid communication with the first compartment and an outlet 
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(Fig.2 (22)) wherein the outlet, in use, Is spaced from the medicament; 
all features of independent claim 2R: a dispensing receptacle (Fig.2 (25)) comprising 
a receptacle unit (Fig.2 (26)) containing a medicament in powder form which 
receptacle is in fluid tight engagement with a header unit (Fig.2 - the part comprising 
the inlet (22), the outlet (22), and the threaded connection for the receptacle (25)) 
wherein the header unit provides the receptacle with an Inlet for propellant (Fig.2 
(22)) and an outlet (Fig.2 (22)) wherein the outlet Is spaced from the medicament and 
wherein the header unit has a propellant entry connector (Fig.2 (16)) in fluid 
communication with the inlet for propellant. 

In both devices: the one disclosed by D1 and the other one disclosed by the present 
application, the source of propellant communicates fluidly with the medicament 
receptacle in the same way, namely there is present a metering valve in the line 
connecting the source of propellant and the receptacle: 

In D1 see assembly consisting of one-way valve (1 6) and metering chamber 

(17); 

in the present application see the description: page 14, lines 26-29. 

V.2 Dependent claims 2-22, 24-27 and 39-46 do not contain any features which, in 

combination with the features of any claim to which they refer, meet the requirements 
of the PCT in respect of novelty or inventive step. 

All features of dependent claims 2-8, 10-14, 16-20, 22, 24, 25, 30, 31, 33-37, 39-41 
and 43-46 are already disclosed in D1 , for example: 

decelerating chokes in the propellant pathway (claims 4, 5, 44, 45): Fig.2 (36 

37); 

the outlet flush with the top end of the receptacle (claims 1 1 , 12, 34, 35): Fig.2 
(22/25); 

constrictions in the outlet pathway (claims 16, 17, 39, 40): Fig.2 (31); 
a mouthpiece (claims 18, 41): Fig. 2 (23). 

The remaining claims (9, 15, 21, 26, 27, 29, 32, 38 and 42) cannot be regarded as 
involving an inventive step, as they come within the scope of the customary practice 
followed by persons skilled in the art. 
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Re Item VII 

Certain defects in the international application 

The features of the clainns are not provided with reference signs placed in parentheses 
(Rule 6.2(b) PCT). 

Be Item Vm 

Certain observations on the international application 

VHL1 The present application contains 47 claims, 3 of which are independent 
apparatus claims (1, 23, 28) which partly overlap in scope. The excessive 
number of independent claims and their wording do not allow to clearly delimit 
the subject matter for which protection is sought so that it is difficult to determine 
what the invention (if any) should be. Therefore the present application fails to 
comply with the clarity and conciseness requirements of Article 6 PCT. 

Vlli.2 Claim 1 is not clear (Article 6 PCT) - said claim defines a housing providing an 
inlet and an outlet for the receptacle , whereby it is clear from the description 
(page 3, lines 13-14), that the housing provides an inlet for the receptacle and 
an outlet for medicament . 
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CLAIMS 



1. A delivery device for a medicament comprising: 

a housing. . , 
a receptacle holding a medicament in the form of a powder; and . 
a source of propeUant in the form of a canister of pas. 
characterized in that the housing provides an inlet and an ouUet for the 
receptacle wherein the inlet is (a fluid communication with the source of 
propellant and is directed against the medicament and the outtet is spaced 
from the medicament to allow aerosoUsation of the medicament. 

2. A device according to daim l. wherein the receptacle is removable 
from the housing. 

3. A device according to claim 1 pr claim 2 wherein t>ie source of 
propellant is removable from the housi^^^ 

4. A device according to any one of the preceding claims wherein the 
fluid communication >twe!bn the inlet and the source of propellant is 
provided by ii prbpeliaiirpattivl^fiy which lias ^ 

pafhway choke to depdeirWe 1 ? . 

5. A device accbrdipg to claim 4 wherein tlie propeliant pathway 
choke is in the form of a constriction or a baffle. 

.6. A device according to any one of the preceding claims wherein the 
inlet has an end which is directed against the medicament i*hiph is in the 
form of a flared tube or of a shower-head. 

7. A device according to any one of the preceding claims wherein the 
inlet is in the form of an inlet tabe. 
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8. A device according to claim 7 wherein, the tube extends into the_ 
receptacle. 

9. A device according to claim 7 or claim 8 wherein the tube is 
provided with one or more perforations. 

10. A device according to any one of the preceding claims wherein the 
receptacle has . a.. bottom, containing the medicament and a top which 
connects to the housing and the outtet is arrangied "to open into the 
receptacle at the top of the receptacle. 

11. A device according to claim 10 wherein the outlet opens into the 
receptacle at one end of the outlet which is substantially flttfih with Ae.tdp 
end of the receptacle. 

12 A device according to any one of -the preiceding claims wherein th4 
outlet does not extend into the receptacle. 

13. A device according to any o?ie of the preceding claims wherein the 
outlet is formed as a hoi* -in the hqtistog whiph^^ to fluid coi^ 

with aii outlet pathway in the homing whi<* <:6i^ecte. tq th6 ext^ripr pf. 

the housing. . 

14. A device according to any one of the preceding claims wherein a 
stable aerosol of the medicament is formed upon actiyatlon of the device. 

15. A device according to daim 14 which has a normaUy sealed outtet. 

16. A device according to any one of claims 1 to 13 wherein the outlet 
is in fluid communication with an ouflet pathway which connects to the 
exterior of the device wherein the outlet pathway is provided with one or 
more ouflet pathway chokes for decelerating the aerosol of the 
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medicament 



17. A .tevlce «con«iag t. cUim 16 wherein *e <me or mo™ o«tt« 
p.a.w.y chokes «e o« or m«. oonstticaon. Md/or one pr more baffle.. 

' 18. A device according to «.y one of fteprecedtagj claim. wMch b 
provided wltli a mouthpiece attached to the ooUet. 

1, A device according to any one of claim. 1 to 17 v-heiein the outlet 
10 i. provided with a tube for engaging with a breaUJng tube for a p««.. 

using a respirator. 

20.. A device according to any one of Oie preceding claims Which is a 
handheld device- 

21 A device according io any one of the precedim! Claim, wherein the 
canister has a valve and the device is arranged such d«. in «» the valve 

is above the canister. 

20 22 A device according to any one of the preceding cl^ *<?«^ 
^ LptacU>in*efor«ofanopen^comi^ 
remova^>le bUstfer pack. . 

23 A houdng for a deUvery device f»r a medic«nen. having a first 
25 and a second open^ded compart^em wherein U» firs. ""^CTl 
..Upted to r«=elv. a .ource of propeUan. in th. f«m of a ca.rt«« 
and the second compartment U «l.p.ed to receive a receptade c««a.nmg 
. medicament to powder form wherein the s«»nd compartman. provrdes 
an inlet for propella* in fluid commnnicatlon wi* the finrt compartmeW 
30 «.d an outlet wherein the outle,. in use. is .p««l from medic«»e« to 
aUow aerosoUsation of the medicament. 
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24. A housing, according to claim 23 liaving one or more features as 
defined in any one of claims 4 to 20. 

25. A kit comprising d canister of propellant, a receptacle containing a 
5 medicament in powder form and a delivery device housing as defined in 

claim 23 or 24. 

26. A kit according to claim 25 . which comprises a plurality of 
receptacles. 

27. A kit according to claim 25 or claim 26 wherein the receptacle and 
source of propellent are provided in the form of combined supply for the 
first delivery device housing such that the receptacle and source of 
propellaiit are linked for combined insertion, into the housing. 

.^5:^•'*^y;';;^:: .S,'*;'' . ' • ;. ■ ".* ' • : y' 

28. A dispensing receptacle comprising a receptacle unit containing a . 
medicament in powder form which receptacie is in fluid tight engagement 
with a header unit, wherein the header iinit provides the receptacle with an 
inlet for prppelliant and an outlet wherein the outlet i^ spaced frbni t^^^ 

20 ;ine;dicament to allow aerpsoUsation of the medicamem^^ in use and wh^i&rein / 
the header unjit . has a propellant' entry connector in flu||d cpmnri 
with the inlet for propeilant. 

29. A receptacle according to claim 28 wherein the inlet has an enjtl 
25 which is directed against the medicament which is in thie fcirm of k flared 

tube or of a shower-head, 

30. A receptacle according to claim 28 or claim 29 wherein the inlet is 
in the fonn of an inlet tube. 

30 

31. A receptacle according to claim 30 wherein the tube extends into 



V i. 
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I 

the receptacle unit. i 

32. A «c6pt«a. «co«lta8 to claim 30 o, clrim 31 wh«eto the tube is 
provided with OMOT mote pertoratioiis. . , 

33 A reeep.«l. «»ordtog to «.y one of cWms 28 fo 32 whereto the 
re^^le tmlt h« . bottom cootaining the medicament ..d a top wh.oh 
coJ«-. to the hoastag «»l the oaUet is arranged to open mt. the 
reoepUde untt at the top of the receptacle ontt. 

34 A receptade «xordtog to claim 33 whereto the ouOet opens into 
^ recepiacle unit a. o« end oe the ouUe. which is substantiaUy Hush 
,rtth the top end of the receptacle unit, 

15 35. A receptacle aocordtog «, any one of claims 28 to 34 wherein the 
oofletdoesnotextendtatofliefeceptacleunit,,^^^^^^^^ . . . 

36 A receptacle according to any one of claim. 28 to 35 whereto the 
^ U fonned as a hole to «,e header unit wMch> m 

20 communic,tlon wi«. a. ouUet paOtway in *e,header unit wh«* com«cts 
(o the exteriOT of 4e header wflt: ■ 

37 A receptacle accordtog to any one of claims 28 to 36 Which is 
.dapud to fonn a stable aerosol of the medicmeW to l»e. 

^ 38. A r«=ep.acl. »=cordtog to data. 37 which h« a nonndly sealed 

outlet. 

39 A receptacle »=cordi«g to «.y cm, of cl.ta« 28 to 36 wherdn the 
30 ouuet is to fluid commnnicaUon with an.outtet padtway which »nnec» » 
1 exterior of the header unit whe«in the outU. padtway » pro»«.^ 
„i,h one or more outlet pathway choices for decelerattog the aerosol of 
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the medicuiaent 



40 Arecep«K*«»»rdingtodWm39whereinAeoneormor«oaU« 
p«bw.y choice. ^ o» or n»r. co«rtriorto«8 »a/or one or more baffles. 

' 41. A reoep.«de -wording «. «.y one .( claims 28 to 40 which i8 
proviitod with 1 mouthpiece attached to the outlet. 

42 A receptacle according to ».y one of claims 28 to 40 whe«in the 
10 ouae. U provld«l with a tub. for engaging with a breaddng tube for a 

■ patient using a res^ratot. 

43 A housing for a deliyery device for a medicamem having a first 
op»-ended compartment wMch is adapted to receive a . source of 

15 propeUan. and a dip which is adapted to receive a dispensing recepuid. 
L Lined any one of claims 27 to 40 wherein the cUp "^"--^ 
,ifl. a propaUant exit com.ec..r in fluid communicaUo« wtth the (Irs. 
compartment which exit connec«.r is arranged to engage wiU. ?he entry .- 
connector of Hie elisp«M!ng receptacle-. . 

44 A houstag according to cUim 43. whereid «e fluid commu«icati<^ 
beiween the propdiant »at connector and , ihe firs, compartment js 
provid«l by a pro^eUan. pathway which ha. at. .east one propellan. 
pathway choke to decelerate the prOpeUant. 

45. A houring «»ording w cldm 44 wherein tbe propeUam pathway 
choice is in the form of a constriction oc a baffle. 

46 A kit comprising a source of propenaot. a dispensing recep«.c!e 
30 aca,rding to m on. of claim. 28 to 42 and a housing according to any. 
one of daiins 43 U> 45. 
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47 A meaod of dlspenstag . medicament as ah aerosol to a patteo. m 
ne«J of such treatmeat which mettiod comprises the steps of: 

the medicament in powder form: . ^ 

ais^harging a pcessuHsed propellant from a canis«>r or .^.ndge 
.brough a deUvery tub. extendi.* into d» receptacle «fd dtrected a, the 

medicament so as to fluidise it; „ , „ 
,.„^ an aerosol tr«»fer of energy from .he propell«.t to the 

the aerosol through an o«let passage, provided at the 
opening of the receptacle. 
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